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Abstract ODb jective

of S—= 1 n Chinese patients with cancer after single oral adm nistration

To sudy the pham acok netics and b bequ valence

Methods A single dose of 50 mg test and reference formulations were
gven according to an open randam ized wo way crossover desgn The
plasna concentrations of tegafur (FT), 5- fluorouracil (5- FU), gme
racil (CDHP), and oxonic acil (Oxo0) n plasna were detem ined by liq
uid chranatography — tandem mass spectmmetry Results The man
pham acok netic parameters of test and reference fomu lations were as bF
lws the valies of Cyy HrFT were (1887.0 £491.0) and ( 1876.0 %
52.0) ng* mL ', fpwere (11.515.3) and (11. 6£5.0) h AUG,. .
were (20.8 19.6) and (19.8 £10.0) Hg* h* mL™', respectively The
values of C . for 5— FU were ( 121.8 £44.3) and ( 119.7 £45.1) ng*

mL ', tpwere (2.2%1.8) and (2 1£1.6) h AUC, ,were (591.2 &

176.2) and (580.1 X186.9) ng* he* mL : respectively The values
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of e for CDHP were (304.6 £107. 3) and (297.2£103.6) ng® mL™', #were (4.1 E1.8) and (4.022.5) h

AUC,_ were (1458.0£1094. 0) and ( 1410.0 £1043.0) ng* h* mlL : respectively The valies ofC, for Oxo were
(77.4%77.3) and (79.9 £73.4) ng* mL ', tpwere (47 12.7) and (4. 3%2.0) h AUCo. , were (403.7 1333.2)
and (427. 8+377.3) ng* h* mL’ | respectively. The relative b bavailability of FT, 5— FU, CDHP and Oxo n test for
mulation were (108. 1+23.6)%, (104.9%24.2)%, (107.2%23.9)% and (103.4 £39.0)%, respectivel. Conchr
sion The result dan onsirated that wo fomulationsw ere bioequ ivalent by analysis of variance wo one — sided t test and

90% confidence interval
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Figure 1.  Stuctures of tegafur (A),

memncil (C) and oxonic acd (D)
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Figure2 Mean phsna concentratbn — tine curves afier a single oral dose of test or reference capsuks(n= 21, meant SD)
A. Tegafur B. 5- fluorouracil C G meracil D. Oxonic acid
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Table 1.  Pham acoknetic paraneters of tegafur 5— fluomuraci] gmeracil and oxonic acid afier a singk oral dose of test or reference
capsules
D rug Paran eter Test R eference
T egafiir AUCy_,(Fg mL '+ h) 20.849. 6 19.8 £10. 0
AUCy_ o (Hge mL™'* h) 2. 1+14 22.0%15. 6
fi2(h) 11.5%5.3 11.6%5.0
1. (h) 1.0%0. 5 .00 9
C, . (nge mL™1) 1887. 0 £491. 0 1876.0 £522. 0
5- Fhioroumnacil AUC,_,(ng* mL™'* h) 591. 2 £176. 2 580.1+186. 9
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by (D) 24712 1.930. 9
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2 (1-2)%
Table 2 The results of( 1- 2a)% confidence ntewval

90% Confidence mterval(% )

Param eter
Tegafur 5- Fluorouracil Gmenacil Oxonic acid
AUG,_, 98 5~ 113.9 95. 0~ 111. 0 98 5~ 112. 1 83.3~112.2
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